FORM APPROVED
OMB NO. 0579-XXXX

12/02/02 OMB NO. 0920-XXXX

EXP DATE XX/XX/XXXX

USDA
=) e

@ SERVICE,
G s,

/ GUIDANCE DOCUMENT FOR REPORT OF TRANSFER OF
}C SELECT BIOLOGICAL AGENTS AND TOXINS

INTRODUCTION

o HEALTy,
s,

<

igned into law on
bioterrorism and
nts or toxins deemed a
Department of Health
actment of this law,

The “Public Health Security and Bioterrorism Preparedness Response Act of 2002” (Public Law 107-18
June 12, 2002, requires that the United States improve its ability to prevent, prepare for, and respon
other public health emergencies. It necessitates that individuals possessing, using or transferring
threat to public, animal or plant health, or to animal or plant products, notify either the Secretar
and Human Services (HHS) or the Secretary of the Department of Agriculture (USDA). Subs

minimize the reporting burden to the public, HHS/CDC and the USDA/APHIS porting form for
this data collection. This form is designed to assist entities or facilities in co i i i i

the Responsible Official (RO) should
sfer. For HHS agents, the RO should
contact CDC by facsimile (404-498-2265). For USDA agents, the RO should cont for animal agents and toxins,
telephone: 301-734-3277; facsimile: 301-734-3652). For HHS/USDA overlap agents O should contact either APHIS or
CDC. For plant agents and toxins the RO should contact APHIS (telephone 301-7345519; facsimile: 301-734-8700). A
listing of HHS select biological agents and toxins is availal LA listing of USDA animal agents and
toxins is available at http://www.aphis.usda.gov/vs/ncie/bta gents and toxins is available at
http://www.aphis.usda.gov/ppg/permits . A copy of the form RO for three years.

INSTRUCTIONS

The purpose of this form is to provide a method for the docufentation of the transfer of a select agent. The form must be
completed for each transfer of select agents

Prior to transferring a select agent

The intended recipient's ROfills Q and submits itto the sender. The sender’s RO fills out block 3
and transmits the form via facsi : -2265) or APHIS (for animal agents and toxins send FAX to 301-
734-3652; for plant agents 3 34-8700), as appropriate. CDC or APHIS will then FAX the form
back to the sender with al mation number after verification of the information on the form. If the sender has a

Transfer:
(a) Shipment g

erification number from CDC or APHIS regarding the information in blocks 1 and 2 of the
k 3 and the shipping information in Block 4, including the date the agent was shipped.
s must be packaged, labeled, and shipped in accordance With aII federal regulations (e.g.,

porm to the CDC or APHIS. The RO from the recipient’s entity/facility must fill out Block 4 of the form
d and FAX or mail the form to both the Sender’s RO and the CDC or APHIS within 2 business days of

(b) Transmittal O
with the date recel
receipt.
(c) Destruction or depletion of a select agent. The RO of the recipient’s entity/facility should complete appropriate table
columns of Block 4 of the form within 5 business days that the select agent is depleted or destroyed. Amailed or faxed copy
of the form must be sent to the CDC or APHIS.

OBTAINING EXTRA COPIES OF THIS FORM
To obtain additional copies of this form, contact the CDC at (404) 498-2255 or APHIS at (301) 734-3277.


http://www.cdc.gov
http://www.aphis.usda.gov/vs/ncie/bta.html
http://www.aphis.usda.gov/ppq/permits
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INSTRUCTIONS FOR COMPLETING THIS FORM
1. RECIPIENT: Complete blocks 1 and 2 and forward to Sender.

2. SENDER: Fill out block 3 and FAX the form to CDC or APHIS to receive confirmation that the recj
receive requested material. CDC or APHIS will then FAX the form, if approved, to the Sender wit
confirmation number. Sender should then complete block 4, except for date shipment receive
shipment to the Recipient.

3. RECIPIENT: Complete date received in Block 4. FAX or mail a copy of this form to th
APHIS**,

nt is registered to

AX: (404) 498-2265.
, 4700 River Road Unit 40, Riverdale,

**APHIS: For animal agents/toxins: National Center for Import and Ex
ical Services, PPQ, APHIS, 4700 River

MD 20737-1231; FAX: (301) 734-3277. For plant agents/toxins: Biological an
Road Unit 133, Riverdale, MD 20737-1236; FAX: (301) 734-8700.

1 — RECIPIENT (REQUESTOR) INFORMATION

Entity/facility name ity/facility registration #

Recipient name registered with CDC (principle investigator/lab superviso Phone FAX
Print: Signature:

Principle investigator (principle investigator/lab supervisor if different from Date Phone FAX
Print: Signature:

Responsible Official name Date Phone FAX
Print:

2 — SELECT AGENT DESCRIPTION

[ organism:

Check box as appropriate (only one box pe

or toxin):

Strain:

Type:

Strain:

, if needed):

GenBank Accession Number, publication citation with additional molecular characterization data, etc.; provide

Proposed Use:

earch [ Diagnostics

[ Production

[ Other (explain):

3 — SENDER (TRANSFEROR) INFORMATION

Entityfacility name

Entityffacility registration #

O Importation: US PHS or APHIS Permit #

Sender name registered with CDC (principle investigator/lab supervisor) Date Phone FAX
Print: Signature:

Principle investigator (principle investigator/lab supervisor if different from line above) Date Phone FAX
Print: Signature:

Responsible Official name Individual I.D. Date Phone FAX
Print: Signature: number




FOR CDC/APHIS USE ONLY CDC CONFIRMATION NUMBER: DATE: INI:
APHIS CONFIRMATION NUMBER: DATE: INI:

4 — SHIPPING INFORMATION

List each select agent/toxin shipped, including the strain of the agent, if applicable (see example below).

Date agent shipped Date agent received

Number of primary receptacles per outer package Number of outer packages

Carrier wayhill (tracking) #

2

LIST OF SELECT BIOLOGICAL AGENTS AND TOXINS SHIPPED

- Vol or wt per Date
Characterization Number . Total depleted RO
Select agent of agent of vials Form vial quantity Initials
(powderfliquid) | (e.g., ml, mg)

Bacﬂlus Sterne strain 5 liquid 5ml m 108 /ml

anthracis

BaC|IIu§ Ames strain 25 liquid 108 /ml

anthracis

RO initials Individual I.D. number
: Both receiving and sending facilities must maintain records of all transfers.

Penalties: i ifling false statements on any part of this form or its attachments will subject the offender to fines
of up to $250,8 : )OO for organizations), imprisonment for up to 5 years or both (18 USC Section 1001). Failure to

maintain record utes a 1 year misdemeanor (42 USC Section 271).

Public reporting Aurden: Public reporting burden of this collection of information is estimated to average105 minutes per
response, including the time for reviewing instructions, searching existing data sources, gathering and maintaining the data
needed, and completing and reviewing the collection of information. An agency may not conduct or sponsor, and a person is
not required to respond to a collection of information unless it displays a currently valid OMB control number. Send
comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for
reducing this burden to CDC/ATSDR Reports Clearance Officer; 1600 Clifton Road NE, MS D-24, Atlanta, Georgia 30333;
ATTN: PRA (0920-XXXX).

CDC FORM EA-101 (XX/2002); APHIS FORM 2041 (XX/2002)



